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CHANGES APRIL 1, 2013 THROUGH NOVEMBER 29, 2013 

NOVEMBER 2013 

Proposed Rules: 
404.............30249, 38610, 46309, 53700, 69324 
405...................................................38610 
416 ......................30249, 38610, 46309, 70244 
638...................................................19632 
655...................................................44054 
670...................................................19632 
718...................................................35575 
725...................................................35575 

TITLE 21—FOOD AND DRUGS 
Chapter I—Food and Drug Ad-

ministration, Department of 
Health and Human Services 
(Parts 1—1299) 

1 Authority citation revised...........69543 
1.1 (c) amended ...............................69543 
1.20 Introductory text corrected; 

CFR correction.........................54568 
Introductory text revised............69543 

1.281 Regulation at 76 FR 25545 
confirmed .................................32362 

14.100 (f) removed; (g) redesig-
nated as (f) ...............................69992 

16.1 (b)(2) amended..........................58817 
21.61 (d) added.................................39186 
73 Technical correction ..................42451 
73.350 (c)(1) revised .........................35117 

Regulation at 78 FR 35117 con-
firmed.......................................54758 

73.530 Added....................................49120 
Regulation at 78 FR 49120 con-

firmed.......................................68713 
73.3100 Heading and (a) revised 

................................................. 19415 
Regulation at 78 FR 19415 eff. 

date confirmed .........................37962 
73.3106 (a) revised............................19415 

Regulation at 78 FR 19415 eff. 
date confirmed .........................37962 

101.91 Added....................................47178 
123 Policy statement ......................69992 
172.167 (b) revised............................71461 
172.320 Revised................................71461 
172.345 (b) revised............................71463 
172.379 (b) revised............................71463 
172.380 (b) revised............................71463 
172.665 (d)(2) revised........................71463 
172.712 (b) revised............................71463 
172.736 (b)(2) revised........................71463 
172.780 (b) revised............................71464 
172.800 (b)(2) revised........................71464 
172.804 (b) revised............................71464 

172.810 Introductory text revised 
................................................. 71464 

172.812 (a) revised............................71464 
172.831 (b) revised............................71464 
172.841 (b) revised............................71464 
172.862 (b)(1) revised........................71465 
172.867 (b) revised............................71465 
172.869 (b) introductory text and 

(6) through (11) revised.............71465 
173.160 (d) revised............................71466 
173.165 (d) amended.........................71466 
173.228 (a) revised; footnote 1 re-

moved.......................................71466 
173.280 (c) revised............................71466 
173.310 (c) table amended; (f) 

added ........................................71466 
173.368 (c) revised............................71467 
175.300 (i) added ..............................41843 
175.320 correctly amended; CFR 

correction.................................52429 
178.1005 (c) revised ..........................71467 
180.37 (b) revised .............................71467 
316.1 (a)(1)(iii) and (2) revised .........35132 
316.3 (b)(3) introductory text, (i) 

and (12) revised; (b)(13) and 
(14) redesignated as (b)(14) 
and (15); new (b)(13) added ........35132 

316.4 Revised...................................35133 
316.20 (a), (b)(2), (3), (4), (5) and 

(6) revised; (b)(9) removed ........35133 
316.21 (a)(1) and (b) introductory 

text revised ..............................35133 
316.22 Revised .................................35133 
316.23 Revised .................................35133 
316.24 Heading revised; (a) and 

(b) redesignated as (b) and 
(c); new (a) and (d) added..........35133 

316.25 (a)(1)(ii), (3) and (b) revised 
................................................. 35134 

316.26 Revised .................................35134 
316.28 Revised .................................35134 
316.29 (d) added ...............................35134 
316.31 (b) redesignated as (c); (a) 

introductory text new (c) re-
vised; new (b) added..................35134 

316.34 Revised .................................35135 
316.50 Revised .................................35135 
500.35 Removed ...............................42451 
501 Small entity compliance 

guide ........................................59624 
510.600 (c)(1) table and (2) table 

amended......19987, 21059, 27859, 44433, 
52429, 52430, 52853, 63871, 66264 

520.28 Redesignated from 520.44 
................................................. 66264 
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LSA—LIST OF CFR SECTIONS AFFECTED62 

CHANGES APRIL 1, 2013 THROUGH NOVEMBER 29, 2013 

TITLE 21 Chapter I—Con. 
520.38 Redesignated from 520.45 

................................................. 66264 
520.38a Redesignated from 520.45a 

................................................. 66264 
520.38b Redesignated from 520.45b 

................................................. 66264 
520.43 Added....................................66264 
520.44 Redesignated as 520.28...........66264 
520.45 Redesignated as 520.38...........66264 
520.45a Redesignated as 520.38a 

................................................. 66264 
520.45b Redesignated as 520.38b 

................................................. 66264 
520.100 (b)(2) revised........................57058 
520.309 (b)(2) amended............52853, 66264 
520.390a (b)(1)(i) amended................21059 
520.441 (b)(3) amended .....................21059 
520.443 (b) amended.........................21059 
520.447 (b) amended.........................30197 
520.580 (b)(2) amended .....................21059 
520.600 (c) amended .........................21059 
520.622a (a)(6) amended ...................21059 
520.622b (c)(2) amended ...................21059 
520.622c (b)(6) amended ...................21059 
520.763a (a) and (e) removed; (c) 

amended ...................................21059 
520.763b (a) removed; (c) amended 

................................................. 21059 
520.763c (b) amended; (c) removed 

................................................. 21059 
520.812 Revised................................30197 

(a) and (b) revised........................52853 
520.955 (b) amended.........................52854 
520.1350 Redesignated as 520.1367 

................................................. 57058 
520.1367 Redesignated from 

520.1350; (a) and (b) revised 
................................................. 57058 

520.1408 (b) amended; (c) removed 
................................................. 21060 

520.1604 Added.................................42007 
520.1660d (b)(3), (d)(1)(ii)(A)(3), 

(B)(3) and (C)(3) amended .........21060 
520.1720a (b)(2) amended..................21060 
520.1900 (b) amended; (c)(1) foot-

note, (2) footnote and (3) 
footnote removed .....................21060 

520.2220a (a)(1) amended..................21060 
520.2345d (b)(2) amended..................21060 
520.2612 Revised ..............................63872 
522.313b (b), (d), (e)(2)(i) and (iii) 

revised......................................66264 
522.558 (a) revised............................25183 

(a) correctly revised ....................33699 

522.812 (b) and (e)(3)(ii) revised; 
(e)(2) introductory text 
added ........................................19987 

522.1044 (b)(3) amended....................21060 
522.1077 Revised ..............................63872 
522.1182 (b)(3) and (8) amended ........44433 
522.1222a (b) amended......................21060 
522.1410 (b) amended .......................21060 
522.1662a (a)(2), (b)(2), (g)(2) and 

(h)(2) amended..........................21060 
522.1680 Heading revised; (b) 

amended ...................................21060 
522.1720 Heading revised; (b)(2) 

amended ...................................21060 
522.2220 Heading revised; (c)(2) 

amended ...................................21060 
522.2424 Heading revised; (b) 

amended; (c)(4) removed...........21060 
522.2483 (b) amended .......................21060 
522.2630 (a) and (b) revised ..............63872 
522.2662 (b)(1) amended....................21060 
524.916 (b) amended.........................44433 
524.1193 (b)(2) amended....................63872 
524.1465 (b) amended .......................52854 
524.1580b (b)(1) amended..................21060 
524.1580c (b) amended......................21060 
526.1696b (b) amended......................21060 
529.1044a (b) amended......................21060 
556.665 (e)(5) table amended ............52854 
556.733 (a) amended.........................52854 
558.62 (a)(1), (2), (c)(1)(i) and (ii) 

removed; (c)(1)(iii), (iv), (v), 
(vi) and (vii) amended ..............70496 

558.95 (a), (d)(1), (2), (3), (4)(i) and 
(ii) revised ................................52430 

558.120 (a)(1) and (d)(1)(i) re-
moved.......................................69993 

558.195 (e)(2)(v) table amended........25183 
558.205 (a) amended.........................21060 
558.342 (e)(1)(iv) table and 

(e)(1)(ix) table amended............25183 
558.355 (f)(3)(ix) removed; 

(f)(3)(ii)(b) and (xii)(b) 
amended ...................................19987 

(f)(7)(iii)(a) amended ...................27859 
(f)(3)(iii) introductory text 

amended ...................................66265 
558.366 (d) table amended................42007 

(d) table amended........................52429 
558.460 (d)(2)(iv) removed ................52430 
558.485 (b)(3) amended .....................52431 
558.500 (a), (b), (e)(1) table, (i) 

table, (2)(i) table, (vi) table 
and (xi) table amended .............63872 
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CHANGES APRIL 1, 2013 THROUGH NOVEMBER 29, 2013 

NOVEMBER 2013 

558.530 (a) and (b) removed; 
(d)(1), (2) and (3) tables re-
vised .........................................69993 

558.618 (b), (e)(1)(i) table, (ii) 
table, (2)(i) table, (ii) table 
and (iii) table amended ............19987 

558.625 (b)(14) removed ....................52431 
558.635 (a)(2) amended .....................52431 
558.665 (e) table amended ................42008 
573.170 Introductory text cor-

rectly revised ...........................42692 
579.40 (a) revised .............................27304 

(a)(2), (3) and (4) correctly re-
vised .........................................34565 

600.2 (b) amended............................19585 
801.3 Added .....................................58817 
801.18 (Subpart A) Added ................58818 
801.20 Added....................................58818 
801.30 Added....................................58818 
801.35 Added....................................58818 
801.40 Added....................................58818 
801.45 Added....................................58818 
801.50 Added....................................58818 
801.55 (Subpart B) Added ................58818 
801.57 Added....................................58820 
801.119 Revised................................58820 
801.128 (f)(2) through (7) redesig-

nated as (f)(3) through (8); 
new (f)(2) added ........................58820 

803.3 Amended ................................58820 
803.32 (c)(6) through (10) redesig-

nated as (c)(7) through (11); 
new (c)(6) added........................58820 

803.33 (a)(7)(iv), (v) and (vi) re-
designated as (a)(7)(v), (vi) 
and (vii); new (a)(7)(iv) added 
................................................. 58820 

803.42 (c)(6) through (10) redesig-
nated as (c)(7) through (11); 
new (c)(6) added........................58820 

803.52 (c)(6) through (10) redesig-
nated as (c)(7) through (11); 
new (c)(6) added........................58821 

806.2 (f) through (l) redesignated 
as (g) through (m); new (f) 
and (n) added ............................58821 

806.10 (c)(5) revised .........................58821 
806.20 (b)(2) revised .........................58821 
810.2 (h) through (k) redesig-

nated as (i) through (l); new 
(h) and (m) added......................58821 

810.10 (b)(2)(iii) amended; 
(b)(2)(v) added...........................58821 

814.3 (p), (q) and (r) added ...............58821 
814.84 (b)(4) added ...........................58822 
820.3 (bb), (cc) and (dd) added .........58822 

820.120 (b) amended.........................58822 
820.184 (f) revised ............................58822 
820.198 (e)(3) revised........................58822 
820.200 (d)(2) revised........................58822 
821.3 (n) and (o) added.....................58822 
821.25 (a)(2)(i) and (3)(i) revised 

................................................. 58822 
821.30 (a)(2), (b)(2) and (c)(1)(i) re-

vised .........................................58822 
822.3 (e) through (m) redesig-

nated as (f) through (n); new 
(e) and (o) added .......................58823 

822.9 (a)(4) revised...........................58823 
830 Added........................................58823 

(Subpart A) Added.......................58825 
830.20 Added....................................58825 
830.40 Added....................................58825 
830.50 Added....................................58825 
830.60 Added....................................58825 
830.200—830.220 (Subpart D) 

Added .......................................58826 
830.300—830.360 (Subpart E) 

Added .......................................58826 
880.6305 Added.................................28734 
886.4155 Added.................................68715 
1240.62 (c) removed; (d) and (e) 

redesignated as new (c) and 
(d).............................................44881 

Regulation at 78 FR 44881 eff. 
date corrected ..........................63872 

Regulation at 78 FR 44881 and 
63872 eff. date confirmed...........66841 

Chapter II—Drug Enforcement 
Administration, Department of 
Justice (Parts 1300—1399) 

1308.11 (d)(47) added ........................21825 
(h)(9), (10) and (11) added .............28738 
(h)(12), (13) and (14) added............68719 

1308.14 (e) and (f) redesignated as 
(f) and (g); new (e) added ..........26705 

Proposed Rules: 
1 .....24691, 42382, 45730, 45782, 48636, 49988, 

57320, 69602, 69603, 69604 
1—1299 (Ch. I) .....21085, 36711, 65588, 70248 
15 ....................................................27113 
16....24691, 24692, 42382, 45782, 48636, 48637, 

49988, 57320, 64425, 64736, 69006, 
69603, 69604, 69605 

20 ....................................................65904 
73 ....................................................57105 
74 ....................................................43093 
106................................24691, 48636, 69604 
107...................................................22442 

VerDate Mar 15 2010 15:03 Dec 11, 2013 Jkt 232003 PO 00000 Frm 00063 Fmt 8095 Sfmt 8095 E:\HR\OC\232003P2.002 232003P2eh
ie

rs
 o

n 
D

S
K

2V
P

T
V

N
1P

R
O

D
 w

ith
 H

E
A

R
IN

G



LSA—LIST OF CFR SECTIONS AFFECTED64 

CHANGES APRIL 1, 2013 THROUGH NOVEMBER 29, 2013 

TITLE 21 Proposed Rules:—Con. 
110................................24691, 48636, 69604 
112.............24692, 48637, 50358, 69006, 69605 
114................................24691, 48636, 69604 
117 ......................24691, 24693, 48636, 69604 
118...................................................44483 
120................................24691, 48636, 69604 
123................................24691, 48636, 69604 
129 .........................................24691, 69604 
172 .........................................43093, 49990 
173...................................................28163 
179................................24691, 48636, 69604 
182...................................................43093 
211................................24691, 48636, 69604 
225 .........................................64425, 64736 
310...................................................65904 
312 .........................................27115, 27116 
314 .........................................65904, 67985 
317...................................................35155 
500 .........................................64425, 64736 
507................................64425, 64428, 64736 
514...................................................59308 
579 .........................................64425, 64736 
600...................................................65904 
601...................................................67985 
660...................................................23508 
801...................................................23508 
809...................................................23508 
866...................................................36698 
870 .........................................29672, 36702 
876 .........................................20268, 38867 
878...................................................27117 
882...................................................20268 
890 .........................................35173, 39649 
892...................................................20268 
1002 .................................................37723 
1010 .................................................37723 
1040 .................................................37723 
1140........................................44484, 55671 
1150 .................................................32581 
1240 .................................................44915 
1308.....................21858, 61991, 62500, 65923 

TITLE 22—FOREIGN RELATIONS 
Chapter I—Department of State 

(Parts 1—199) 
41.12 Revised...................................68992 
41.21 (a)(3) and (d)(4) revised ...........66815 
41.22 (a) and (b) revised...................33700 
41.24 (b) revised...............................33700 
42 Authority citation amended 

................................................. 32990 
42.24 (n)(2) revised...........................32990 
42.52 (c)(1) revised...........................31399 
62.17 Revised...................................28139 

120 Authority citation revised........21526 
Regulation at 78 FR 21526 eff. 

date confirmed .........................32362 
120.1 (a) revised...............................21526 

Regulation at 78 FR 21526 eff. 
date confirmed .........................32362 

Revised; interim..........................52684 
120.2 Revised...................................22752 
120.3 Revised...................................22753 
120.4 (d) revised...............................22753 
120.5 Revised...................................22753 

(a) correctly amended .................61754 
120.10 (a)(2), (3) and (4) revised; 

(a)(5) redesignated as (b) ..........22754 
(b) correctly amended .................61754 

120.20 Revised; interim ...................52685 
120.25 (a)(4)(i) revised; (b) added; 

interim.....................................52685 
120.27 (a)(3), (6), (8), (12) and (13) 

revised; (a)(11) removed; 
(a)(14) through (18) added; in-
terim ........................................52685 

120.29 Revised .................................22754 
(a) correctly amended .................61754 

120.33 Added....................................21526 
Regulation at 78 FR 21526 eff. 

date confirmed .........................32362 
120.35 Added....................................21526 

Regulation at 78 FR 21526 eff. 
date confirmed .........................32362 

120.38 Added....................................40927 
120.40 Added; interim......................52686 
120.41 Added....................................22754 

(a) correctly amended .................61754 
120.42 Added....................................22755 
120.43 Added; interim......................52686 
120.44 Added; interim......................52686 
121 Authority citation revised........22755 
121.1 (a), (b) and (c) revised; (d) 

and (e) added ............................22755 
Amended .....................................40928 
(b)(3) correctly amended .............61754 

121.2 Revised...................................22758 
Correctly amended ......................61755 

121.3 Revised...................................22758 
(a) introductory text correctly 

amended ...................................61754 
121.4 Added .....................................40932 
121.8 Heading and (g) revised ..........22758 
121.10 Revised .................................22758 
121.14 Added....................................40932 
121.15 Revised .................................40932 
122 Authority citation revised; 

interim.....................................52686 
122.1 Revised; interim.....................52686 
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